[bookmark: _GoBack]1819 Shield - Instructions for Use
These instructions for use correspond to Revision (2.3) of the 1819 Shield.

These Instructions for Use must be communicated to the End User of the Device
[bookmark: _5fsjf4wj7nu2]Appropriate Use Criteria

This supplementary FACE SHIELD was created as an emergency action in effort to provide protection as a backup Personal Protective Equipment (PPE) option if the traditional PPE devices have become unavailable. This device has not gone through the same regulatory approval process as traditional PPE, but has gone through a special verification process expedited strictly for the response to the COVID-19 pandemic. 

This device is intended to be use only for the duration of the public health emergency related to COVID-19 declared by the Department of Health and Human Services (HHS), including any renewals made by the HHS Secretary in accordance with section 319(a)(2) of the Public Health Service Act (PHS Act).The decision to implement this device should be made with careful consideration and under the consultation of the corresponding institution’s occupational health and infection control departments. 

Face Shield for Medical Use
Intended for MULTIPLE USES BY THE SAME USER

DtM Remix v2.3
	Size
	Production BOM

	8”
	.020” PET shield
HDPE machined frame
Isoprene Tourniquet – Medline #DYND75026 1”x18”
	Material Item Number
	Item Description
	Dimensions
	Package
	Amount per Pack
	Total Cases Available

	DYND75026
	Tourniquets: Tourniquet, Rolled and Banded, Orange
	1” X 18”
	Case
	1,000 Each
	5







· This product has not been FDA cleared or approved
· This product has been authorized by FDA under an EUA for use by healthcare providers as personal protective equipment.
· This product is only authorized for the duration of the declaration that circumstances justifying the authorization of emergency use under Section 564(b)(1) of the Act, 21 USC 360bbb-3(b)(1) unless the authorization is terminated or revoked sooner.

The information included in this document provides device description and feature overview, recommended assembly steps, and cleaning instructions for reuse. 

[bookmark: _rtmrxmd0y13]Device Overview

1819 Shield - Face Shield for Medical Use
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Figure 1: 1819 Shield
Shield Assembly: 
Install strap/tourniquet
1. Unroll Tourniquet
2. Tie knot at each end of tourniquet
3. Insert tourniquet into slot at each end of headgear
Install shield
4. Grasp headgear in one hand and align shield so that holes in shield line up with tabs on headgear.
5. Starting at one end, insert tab into hole. A slight ‘snap’ sound indicates proper insertion.
6. Insert remaining tabs (order of insertion: end, middle, end)
Shield is ready to use.

Disinfection
Cleaning recommendations: disassemble clear shield from headgear and wipe with 70% isopropyl alcohol or other approved disinfectant. 

See Appendix A for recommended disinfecting solutions and sterilization methods for this device. 

See Appendix B for guidelines on material selection. 

Components to be disposed of after every use or immediately after potential contamination by bodily fluids:
· tourniquet

Components to be disinfected and reused: 
· Shield
· headgear
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Fig. 2: 1819 Shield   



[bookmark: _qir88zxlhjeo]Point of Care Assembly and Cleaning Instructions

For instruction on how to properly assemble, clean, and reassemble for reuse of 1819 Face Shield, please refer to the steps outlined below. 

Assembly Steps

Shield Assembly: 

Hygiene: 
1. Clean work area with approved disinfectant.
2. Perform hand hygiene and don clean disposable gloves
Install strap/tourniquet
1. Unroll tourniquet
2. Tie knot at each end of tourniquet
3. Insert tourniquet into slot at each end of headgear
Install shield
4. Grasp headgear in one hand and align shield so that holes in shield line up with tabs on headgear.
5. Starting at one end, insert tab into hole. A slight ‘snap’ sound indicates proper insertion.
6. Insert remaining tabs (order of insertion: end, middle, end)
Perform final inspection to ensure shield and tourniquet are properly installed 
Shield is ready to use.





Recommended Cleaning
The recommended materials selected for making the reusable components of this FACE SHIELD have a proven track record for remaining stable during and after the use of the list of disinfectants and sterilization process outlined in Appendix A. However, there has been no formal testing completed yet to support the claim that the use of disinfectants alone is a sufficient cleaning approach against the COVID19 virus specifically on the surface of this material. 

Because of this, it is recommended that the following disinfection and sterilization steps are performed after each user is finished using FACE SHIELD and the user has followed the proper procedures for doffing the device.

CLEANING:
Cleaning recommendations: disassemble clear shield from headgear and wipe with 70% isopropyl alcohol or other approved disinfectant. 

Disinfectants used:
1677-249 Isopropanol
EPA guidelines in List N: Disinfectants for Use Against SARS-CoV-2.


Preparing the Supplementary Mask for Reuse. 
Follow assembly steps below:
Shield Assembly: 
Install strap/tourniquet
1. Unroll tourniquet
2. Tie knot at each end of tourniquet
3. Insert tourniquet into slot at each end of headgear
Install shield
4. Grasp headgear in one hand and align shield so that holes in shield line up with tabs on headgear.
5. Starting at one end, insert tab into hole. A slight ‘snap’ sound indicates proper insertion.
6. Insert remaining tabs (order of insertion: end, middle, end)
Shield is ready to use.








[bookmark: _q532fpfjf4su]Appendix A: Recommended Disinfectants and Sterilization Methods
From FDA guidelines on Enforcement Policy for Sterilizers, Disinfectant Devices, and Air
Purifiers During the Coronavirus Disease 2019 (COVID-19) Public Health Emergency released
March 2020 it is recommended that “this policy is intended to remain in effect
only for the duration of the public health emergency related to COVID-19 declared by the
Department of Health and Human Services (HHS), including any renewals made by the HHS
Secretary in accordance with section 319(a)(2) of the Public Health Service Act (PHS Act)”. The
policy recommends to use an approved disinfection agent as it should “minimize the viability of
SARS-CoV-2” on the surface of 1819 Face Shield.

Recommended Disinfecting Agents:
From the EPA guidelines in List N: Disinfectants for Use Against SARS-CoV-2, it is recommended to use the following solutions for the disinfecting procedures of this device.

1677-249 Isopropanol



Recommended Sterilization Method: 
Below is a table outlining the sterilization parameters that are recommended to be used for autoclave sterilization processing. 

None tested

Appendix B: Recommended Materials

	Material
	Production BOM

	Shield
Headgear
Strap
	.020” PET, .020 PETG 
.25” HDPE natural
Isoprene Tourniquet – Medline #DYND75026 1”x18”
	Material Item Number
	Item Description
	Dimensions
	Package
	Amount per Pack
	Total Cases Available

	DYND75026
	Tourniquets: Tourniquet, Rolled and Banded, Orange
	1” X 18”
	Case
	1,000 Each
	5










Appendix C: Materials in Direct Contact with Skin

1. Isoprene rubber phlebotomy tourniquet
2. HDPE natural headgear
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